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Description, Pages 
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Claims, Numbers 
1-34 



received on 1 1 .10.2004 witli letter of 1 1 .10.2004 



Drawings, Sheets 

as originally filed 

xu I ^^r^^c. r«oriroH «hnve wGro availablo or furnished to this Authority in the 

These elements were avaHable or furnished to this Authority In the following language: . which .s: 

□ the language of a translation furnished for the purposes of the international sea«.h (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). . . , ^ 

□ the language of a translation furnished for the purposes of international prBliminary exam.nat.on (under 
Rule 55.2 andAjr 55.3). 

. .-^^ <.«H4>r amino acld seauence disclosed in the international application, the 

□ contained in the International application in written form. 

□ filed together with the International application in computer readable fomi. 

□ furnished subsequently to this Authority In written fomti. 

□ furnished subsequently to this Authority in computer readable form. ^ ^ , 

□ Z s«.e.e„, 1 .he ^^"-ff^^^ST^ 

in the international application as filed has been fumBhed. .„„.^„„„ 

□ Thes,atemen,,ha,thelnfo,n««onreco,ded,nc»npu,er«adable.o™isMen.,oa,*>.hewn«^^ 

listing has been furnished. 
4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5 □ This rBport has been established as if (some of) the arnendments ^^^^^ not been made, since they have 
iSiSdered to go beyond the disclosure as filed (Rule 70.2(c)). 
(Anyreplacementsheetcontainingsuctiamendmentsmustberefs^^^^ 
report.) 

6. Additional observations, if necessary. 

,„ N „^l*.hmer«of.pWonwHh,^rt«>n««l.y/.nver«l..».epandln<lu«rialapplicablU.y 

□ the entire intemational application, 
H claims Nos. 1-22 

b6C€lUS6* 

□ the said intemational application, or the said claims Nos. relate to the following subiect matter which does 
!1S require an tntematiShal preliminary examination (specfy): 

H the description, claims or drawings (indicate particular elements below) or said claims Nos. 1-22 are so 
?ncle?r tiS no meaningful opinion could be fonned (specrfyy. 

see separate sheet 

□ me Claims, o, said claU™ Nos. a« so Inadequate^, supported by descHp«on *a, no meanlngfu. opinion 
could be formed. 



□ no international search report has been established for the said claims Nos. 



Instructions: 

□ the written form has not been f umished or does not comply with the Standard. 

□ the computer readable fomi has not been furnished or does not comply with the Standard. 

V Reasoned eurtemen. under A«.cie 35<2) wHh r^««Jo "»ve«y. lnv«rtK» step o, indu^ria. appllcabllH,; 

cStlons and explanations supporting such statement 

'1. Statement 
Novelty (N) 



inventive step (IS) 
Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 
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^^i^^llshment of opinion with regard to novelty, inventive step and industrial 
applicability 

The amendments introduced In claim 1 with letter of 11.10.2004 render the subject- 
matter of said claim so unclear that It is not possible to give a reasoned opinion on the 
novelty. Inventive step or industrial applicability of the claimed subject-matter 
The reason therefore is that in amended claim 1 the applicant attempts to define the 
stent assembly by defining process steps of its method of manufacture rather than 
j:rrly def^^^^^ the appa^tus in tem,s of its technical features. The intended nm.tat.ons 
are therefore not clear from this claim, contrary to the requirements of Art.cle 6 PCT. 
At the moment, the only deriving technical features that the skilled person can consider 
to be Implied by the definition in the characterising portion of amended claim 1 are that 
the fabric has a tubular shape with an inner diameter smaller than the outer diameter of 

r r r oTeC^^^^^^^^ to documents WO 02 24247 A (D3) and WO 02 

49535 A (D1 ). which appears to be very relevant for the subject-matter of amended 
claim 1 (see in particular In D3. from line 18. page 13, to line 17. page 14; page 18. 
lines 12-21 : page 29. lines 15-30; in D1 , see in particular page 16, lines 12-23) 
aaLs 2-22 also dont meet the requirements of Article 6 POT. due to their dependency 

from claim 1 . 

p item V . . ... 

R asoned statement with regard to novelty. Inventive step or industnal 
applicability; citations and explanations supporting such statement 

1 Document WO 02 24247 A (D3). representing the closest prior art, discloses a 
* method of manufacture of a stent assembly comprising the steps of manufaclunng 
the stent and applying a cover to the stent (see from line 18. page 13. to l.ne 17, 
page 14) wherein the cover is prefonned into the shape of a tube before the cover 
is applied to the stent (see page 18. lines 12-21; page 22. lines 14-15; page 29. 
lines 1 5-1 9 page 51 . last paragraph) the step of applying the cover to the tube 
comprising placing the unexpanded stent into the cover tube, the cover tube 
having an inner diameter which is smaller than the outer diameter of the stent 
when the tube is placed on the stent to achieve an inward gripping action of the 
cover tube on the unexpanded stent (see page 29. lines 1 9-30). 
The method of manufacture of the present international application differs from 
the method described In document 03 in that the cover of the stent assembly is a 
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The use of a cover with the openness of the fabric construction provide a stent 
assembly which characteristics may be better varied to suit the c'rcumstances and 
the specLl medical application (for instance vessel with s.de branches or not). 
However, the method defined in claim 23 of the present application cannot be 
coTdered as involving an inventive step (Article 33(3) PCT) because the use of a 
fabric cover in the manufacture of a similar stent assembly has already been 
disclosed in document WO 02 49535 A (D1 ) (see in particular page- 1 6. lines 12- 

?herefore. the present application does not meet the criteria of Article 33(1^ 
because the subject-matter of claim 23 does not involve an inventive stepin the 
sense of Article 33(3) PCT. 

. Dependent claims 24-34 do not contain any features which In ^"jbination wfth 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of inventive step, the reasons being as follows. ^_...^«nt 
^nie additional features of claims 24. and 32-34 have been disclosed in document 

■ D3 afwelKsee page 29. lines 15-39; page 13. lines 20-28; figures 11a-12b; page 

The feature S dependent claim 25 is merely one of several straightfonward possi- 
bilities from which the skilled person would select, in accordance with 
cilm^ances. without the exercise of inventive skill, in order to solve the problem 

. The features of dependent claims 26-31 are known from document D1 (see in 

particular page 3. lines 1-3; page 16. lines 21-23; page 25. lines 9-19; see also the 
examples from page 26 on). 

ir,,^h|ftrnhftftivationS 

. Contreiry to the requirements of Rule 5.1 (a)(ll) PCT. the relevant background art 
disclosed in the documents D1 and D3 is not mentioned in the descnption. nor are 

these documents identified therein. ^„,hoooo «,ith RiiI« 

. independent claims are not drafted in the two-part fomn in accordance w th Rule 
6 3(b) PCT with those features known in combination from the pnor art (document 
D1 being placed in the preamble (Rule 6.3(b)(1) PCT) -^i^^,:!':'^''''''^ 
features being included in the characterising part (Rule 6.3(b)(ii) PCT). 
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6. A stent assembly according to daim 5, wherein the filamentary material Includes at least 
one polymer. 

30 7. A stent assembly according to dalm 6, wherein the at least one polymer is selected from 
ttie group consisting of: polyurethane, polyamlde, gelatine, silicone and agar. 

8. A stent according to any of dalms 5-7 wherein the fabric is made fliom a multifilament 
yam. 

35 

9. A stent assembly according to any of the dalms 5-7, wherein at least a portion of the 
fabric is produced by spinning of nanoRbers. 

10- A stent assembly according to dalm 9, wherein said portion is produced by 
40 electrospinning. 



5 NEW CLAIMS, 11 OCTOBER 2004 

1. A stent assembly comprising a tubular stent, an external surface of which is provided with 
a febric r^n^p*r tprtrf^-ci in that the fabric has been pre-formed into the shape of a tube, into 
which the stent has been placed in the unexpanded state of the stent, the fabric tube having 

10 an Inner diameter which is smaller than the outer diameter of the stent when the tube is 
placed on the stent to achieve an Inward gripping action of the febrfc tube on the 
unexpanded stent. 

2. A stent assembly according to daim 1, wherein the fabric tube has been manufactured 
15 with an inner diameter which Is smaller than the outer diameter of the unexpanded stent. 

3. A stent assembly according to daim 1, wherien the fabric tube has been longitudinally 
folded to a smaller diameter than the outer diameter of the stent when fitted over the j 
unexpanded stent. | 

20 1 

4. A stent assembly according to any of the preceding dalms, wherein the febric constitutes a 

reservoir to hold drugs. | 

I 

5. A stent assembly according to any of the preceding dalms, wherein the fabric Is made j 
25 from a filamentary materiaL | 
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11. A stent assembly according to claim 9 or 10, wherein the diameter of the nanofjbers Is In 
the range of 2 to 4000 nanometers, such as in the range of 2 to 3000 nanometers. 

12. A stent assembly according to any of claims 9-11, wherein the nanoflbers are made from 
a polymer. 

13. A stent assembly according to dalm 12, wherein the nanoflbers are made from a material 
selected from the group consisting of: nylon, fluoropolymers,. polyoleflns, polyimldes, and 
polyesters. 

14. A stent assembly according to any of the preceding dalms, wherein ttie fiabric has an 
openness which allows the fabric to serve as a reservoir for liquid-based drugs. 

15. A stent assembly according to any of the preceding claims, wherein the tubular stent 
comprises an assembly of radially expandable, tubular elements aligned along a common 
longitudinal axis and successively joined together in pairs by respective sets of linking 
members. 

16. A stent assembly according to claim 15, wherein each tubular element exists essentially 
of a strip forming a zigzag corrugation. 

17. A stent assembly according to any of the preceding claims, wherein the fabric completely 
covers the cylindrical external surface of the stent, 

18. A stent assembly according to any of the preceding claims, wherein the stent is crimped 
onto a balloon for expanding the stent. 

19. A stent assembly according to any of the preceding claims, wherein the stent is auto- 
expandable. 

20. A stent assembly accoixling to claim 19, wherein the stent is made essentially from a 
material selected from the group consisting of: stainless steel, Phynox®, and nItinoL 

21. A stent assembly according to any of claims 1-18, wherein the stent Is expandable by 
forced expansion, the stent being made essentially from a metallic material. 

22. A stent assembly according to claim 21, wherein the metallic material is selected from 
the group consisting of: tungsten, platinum, tantalum, gold, and stainless steel. 
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23- A method of manufacturing a stent assembly according to any of the preceding claims, 
comprising the steps of: _ ^ 

- manufacturing the stent; 

- applying the fabric to the stent, characterized in that 

5 the fabric Is preformed Into the shape of a tube before the fabric is applied to the stent, the 
step of applying the febric to the stent comprising pladng the unexpended stent into the 
fabric tube, the fabric tube having an Inner diameter which Is smaller than the outer diameter 
of the stent when the tube is placed on the stent to achieve an inward gripping action of the 
fabric tube on the unexpended stent. 

10 

24. A method according to claim 23, wherein the febric tube Is preformed with an inner 
diameter which is smaller than the outer diameter of the unecpanded stent. 

25. A method according to dalm 23, wherein the step of applying tJie fabric tube to the stent 
15 comprising longitudinally folding the fabric tobe to a smaller diameter than the outer 

diameter of the un^q>anded stent- 

26. A method according to any of claims 23-25, wher^n the fabric is manufactured by 
spinning of nanofibers. 

20 

27. A method according to dalm 26, wherein the step of spinning comprises electrospinning. 

28. A method according to daim 26 or 27, wherein the diameter of the nanofibers is In the 
range of 2 to 4000 nanometers. 

25 

29. A method accorxiing to any of claims 26-28, wher^n the step of spinning comprises 
feeding a first fiber-fbrming material into a nozzle for forming nanofibers by using a 
pressurized gas stream, and ejecting the first fiber-forming material from an exit oriOce of 
the nozzle In the form of a plurality of strands of said first fiber-forming material that solidify 

30 and form said nanofibers. 

3D. A method according to any of dalms 26-29, wherein the nanofibers are made from a 
polymer. 

35 31. A method according to claim 30, wherein the nanofibers are made from a material 

selected from the group consisting of: nylon, fluoropolymers, polyolefms, polylmldes, and 
polyesters. 

32. A method according to any of dalms 23-31, wherein the stent is manufactured from a 
40 hollow tube, In which a pattern of tubular el^ents and linking elements Is formed. 
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33, A method according to any of claims 23-31^ wherein the step of manufacturing the stent, 
comprises rolling up of a sheet of nnaterial to form the tube^ and securing adjoining edge 
portions of the sheet together. 

34. A method of preparing a stent assembly according to any of claims 1-22, comprising the 
step of providing a drug to the fabric. 



